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VALIDATION RESULTS FOR METHOD NO. Covance Harrogate 2001-032-01 




MEAN 

RELATIVE 
STD. DEV.(%) 

RANGE 

SEE (cone) 


ANALYTE 

MATRIX 

MDA 

Human plasma 


' 








DATE 

15-Aug-01 








.. 



LLOQ 

'Provide ._-t: •- 
Criterwh, 

3.4 yrmUL 
Accuracy 107.5%, 
RSD S.D% 





STANDARD ERROR OF 
ESTIMATE OF QC SAMPLES 
(concentration units) 

__ 




— 






{SEE = S.D./SQRT(1tof 
determinalk^s)) 







1 umol/L 

Low QC 



0.012 




Med QC 



0.034 



8 pmol/L 

High QC 



0.068 


DESCRIPTIVE INFORMATION 
ON INSTRUMENT RESPONSE 










Function (Linear, Quadratic, etc.) 







Slope (mean) 






— 

Intercept (mean) 






Other (mean regression value) 

0.98855(1/X weighted) 












RECOVERY (as a %) 



n 



High QC in (matrix)= 

8 pmol/L 

92.5% 

Calculated as a % of the peak area obierved 
for derr-atised water standards 


Med QC in (ma1rix)= 
Low QC in (matrix)^ 

4 pmol/L 

1 pmol/L 

94.7% 

100.0% 
















Results with different sample 
amounts (results of QC 
evaluations) intra-assay 







LLOQ QC= 
Low QC= 

0.4 pmol/L 

1 pmol/L 

0.43 

0.94 

6.0% 

4.1% 

0.39-0.45 

0.90-1.00 

0.013 

0.016 


Med QC= 

4 pmol/L 

3.90 

2.2% 

3.79-4.C» 

0.035 


High QC= 

8 pmol/L 

7.55 

2.4% 

7.34-7.82 

0.075 









Results with different sample 
amounts (results of QC 
evaluations) inter-assay 

LLOQ QC= 







n/a 

n/a n/a 

n/a 

n/a 


Low QC= 

1 pmol/L 

0.95: 6.1% 

0.84-1.10 

0.012 


Med QC= 

4 pmol/L 

3 34' 4.3% 

3.54-4.15 

0,034 


High QC= 

8 (jmol/L 

7.50 

4.5% 

6.85-8 10 

0.068 








STABILITY (assuming any 
degradation is linear): 
a) Room Temperature in Matrix 
(+/-%/12hrs) 








7.7% maximum 




b) Freeze/lhow (+/-% /3 cycles) 

||||||||||||[|^^ 

3.3% maximum 





e) Processed sample (+/- %/24 
hrs) 




• 



PM3006635969 


Source: https://www.industrydocuments.ucsf.edu/docs/jycj0001 
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PM3006635970 


Source: https://www.industrydocuments.ucsf.edu/docs/jycj0001 



















Footnotes 


«• 

sot'’ 6''>:J{ev 1: l->aicb aiiitoUUuu. 


W = Ins 1 iumcntJiwlfuttC^on(add reason ifkiKn^u) 

P = Inrtiffcrcm peak 
S = loswfficicnt aaniplc 
.1 = Low inlcmal standard 
I = TbU result b a modUn vahic 
WE = Mis-cxtraction 
•11 = Mis-injcction 
JR = No result 

JS = No sample tokcn/reccivcd 
)R = Over range 
PC = Poor chromatography 

IT = Poor fit with rest of regression (excluding arandard imprwes the correlation coefficient / curve ir i 
IT = Poor fit, calibration standard outside aeceptanec criteria 
’P = Positive predose 
P$ = Poor sensitivity 

iA = Saddle droppcd/spilt'spollt during preparation (Lab accident) 

I Spiking error 

I: = TJnder ranee* /"whrfi 1 1 /VI rn' >. 


^kii .. .1 11 1 • .. : I 



Ifori'i 

= ADovc data system 
* Anomalous result 
'^DS - Below data system 
'O = Confirms original result 
)NU = Data not tised 
4^NR = Data not nK^uired 
m = High internal standard 



PM3006635971 


Source: https://www.industrydocuments.ucsf.edu/docs/jycj0001 














